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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )^l Responsive to communication(s) filed on 01/07/2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1^9 is/are pending in the application. 
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5) Q Claim(s) is/are allowed. 
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Application Papers 
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DETAILED ACTION 

Claims 1-9 are currently pending and are the subject of this Office Action. 
Claim 6 is withdrawn from consideration. After further examination, Claims 7-9 which 
should have been included with Group (I) are rejoined with Group (I) for examination, 
Claims 1-5 & 7-9 are presently under examination. This is the first Office Action on the 
merits of the claims. 

Priority 

This application is a national stage application of PCT/JP2004/0 17762 filed on 
1 1/30/2004 claims benefit of JP 2003-403719 filed on 12/02/2003. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) The invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5 & 7-9 are rejected under 35 USC § 102(b) as being anticipated by 
Japanese Patent (JP2000-007569) herein "569". Published on 01/1 1/2000 and filed on 
06/19/1998. 

Claim 1; an aqueous suspension comprising loteprednol etabonate and methyl p- 
hydroxybenzoate The '569 patent teaches a therapeutic agent for olfactory disorder 
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comprises of loteprednol etabonate, water, a preservative, an isotonizing agent, a 
buffering agent, stabilizer, a pH controlling agent, a thickening agent, a suspending 
agent, etc.. (Abstract), cited in the IDS. The '569 also teaches methyl 
parahydroxybenzoate as an example of preservative Paragraph [0005] lines 8&9. 
Claims 1, 2; a non-ionic surfactant is additionally contained in the aqueous suspension. 
The '569 teaches anionic surfactant Paragraph [0006] line 1 1 . 
Claims 1, 2, 4 & 8; the suspension is a nasal-drop. The '569 teaches the sense-of- 
smell obstacle medical treatment agent of this invention is a nasal-drop Paragraph 
[0005] line 5). 

Claims 1, 2, 3, 5, 7 & 9; the aqueous suspension is an eye-drop or ear-drop. 
It is absence evidence to the contrary that the '569 disclosed a therapeutic agent for 
nasal drop may be identical in composition to a suspension for eye and/or an ear drop 
of the instantly claimed suspension. In such a situation the burden is shifted to the 
applicants to "prove that subject matter shown to be in the prior art does not possess 
characteristic (re Best, 195 USPQ 430 and In re Fitzgerald, 205 USPQ 594) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEAN CORNET whose telephone number is (571 )270- 
7669. The examiner can normally be reached on Monday-Friday 7.30am-5.00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patrick Nolan can be reached on 571-272-0847. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free)? If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JC/ 

/Patrick J. Nolan/ 

Supervisory Patent Examiner, Art Unit 4121 



